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Sir; 

This k ao. Appeal torn tte t^cdim of claims t 4*8* 1041, ,134 S ¥ 32 »1 35 of ite 
refeBcM ^plfeatioB. (pMMied cm Novmfef 21, 2002 as Pub, No, 2002/0172900} datrf May !,. 
2000, Ah AmnibM voder. CKF' §§ LI II and 1,121 to a Ofc Aefa onpily 

If led on August 23, 20(16 m wMsfe mpM p&rikm of the imt wm mmm% m& to MM m 
GclAar 16, 2000 at the recommendation of &e Electronic Business Office, Msw claims 30 — 40 
w&re added k f hs Am.emtent No actios* has ten imp! by fig? Examine; however, it is expectei 
the Ame&dmeHl will be entered. The Notice of Appeal was also filed fm this application tm Aapm 
23, 2000, making this Appeal Brief $m m October 23, A. mMm for a ob^iouIM 

extmsHM of time aecompaiies this Appeal Brief- e^todmg the due date filmg ef ites Appeal 
Emtio November 23, 2000, 

The fees roqasred under |L 17(c) aad the reqitfed petiiesi tor exte^km of time fer one 
mouth for Ming tMs hrfef and f^s theritfere are »reased k aeeomp^ying papers,. 

This bnefis ir^milted m tripIfeMe ^accordance with 37 CFJL §1 J92(a), 



MilMt 1656 

ExMUtM?: David Stsadman 



Atl¥ Docket: SJ~0i 4MB2 
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The real party mMmmt hi i&m&ppBvMkM m St lucfe CMI4^% ^mmxih I tapllal by 
vimm of an aapmeg executed fay hoiti mwl ipventes m February l$> 2002 aad recvrcfed -m 
the U.S. VmxA Office M Red/Frame 0 1 29 !. 9/0525 (4 pages), 

M MMIA TMB AFFEdlS AND MTEMFMMMN€£S 

¥h other appeals m k^m&mmm $m. kmmn. to . appeilarfs legal r^^senMilv^ or 

assigt^eSi Jade Children's Research Hospital *^kb; will ; dire&% a0«t or be dvreeily affeis&iby 
or have a baring oo Ibe Boards decision m the pending appeal 



There « a fatal af 40 claims m M$ applkalion. Gh&m 2<1 9, 1.2, 16-3 1 wl 33-34 .faavs 
beerrcsr^eM. Claims .1,4-8, 1.0-1 1, 1.345, 32 ami 35 m$pti®&^vto& H*f«Cted< claims 
36-40 were added m tfee Amrf^i filed A&gjpt 23, 2006 gfte aitepts by the 

Appellants to modify the claims based on j^mmmm ibe feamh^r feded to fimber pt^«Mloa, 



prior r^ectio^s are addressed herein based m the a^umptkm llm they will Be applied by the 
Ixairdi^r to te*e new claims, No dates have bee& allowed. 

Claims .! , 4-8, 104. L 13-15 > 32 and 35 - 4C) are « appeal The claims on appeal are 



An amendmeM to ar* ooislamliog rmn-liml Office Acdaa mailed May 1, 2006 was filed cm 
Aogast 23, 2006 and then reffled oo October I 2006 wfemit was discovered th&i ..sgn&kiJ' pmiioos of 
the text were missing. This AaieiMtemt :te vet m be of&mlty -.m®®t®$ by the Shammer, but. 




New claims 36 ~ 40 are teoad claims similar &> claims pre vioissly rejee ted by the These 



reproduced it* their present i<>t$& m the att&clsed appendix. 
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K M/MMdMY OFINVENUm 

The pmsent motion is based ,on the discovery tliatfee Disabled I protein (Dab !) 
•is a "substrate for cycli^-dep^dam: kinase (€dkS) adiv%> mdis iekctiwly pho$p1»y!Me«l by 
CMkS m vivo* Bmmi on &is dlsoovwy* an. My to tj^mmrn CdkS activity by detection of Dal) ! 
pliospharykboM k provided. The assay k 'teed on the ideMi&alioB of two serine ammo acids k 
Dabl tbai are ^ieotivdy ptepboTyktM by CdkS, s^feo 49i Or 515, particularly serine 49 L 



The fo llow kg issoos r^m<5k: 



1) Whefeor Cfein^g 36 - 38 are poperly rejected $$$tsr 33 P<S,G< |I1 2> fet am! .second 
paragraphs in prior ot&c actk&s for rectaksi of *CdfcS* ami. *DahP as hekg 
unclear, 

2} Whethw Claims 36 ~ 38 we^ properly rejected mte 35 :0'j>C §1 12, fet pamgraph 
m prior office actions for fMlure to iesenbe a seffioieot scatter of gpediss to recite a 

3) Whether Claims 3& s 3 S and 40 were properly rejected under $5 U.S.C1 §;! J 2, second 
paragraph in prior of lice actions for the terns "casrtd&fe secp&oee** being kdeiimte; 

4) WbeSfeer Claim 39 was properly rejiocted umkr 35 USXl §112, sscobsI par&gr&pfe m 
prior office actions as bekg mde&xite for eoMamkg gcnbank asce&skm Bumbers, 
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Whether Claim 40 was properly rejected ttikbr 35 XXS,C § 1 12> fest paragraph m 
prior office actions fer insertiog bow miir fete the disclosure lor p& of SEQ ID 
MO; 3 as a siractural limit adon. 

Whether the lied on April 25, 200S is properly objected to ^toer 35 

IXSXf § 132(a), for iiitroduclmg new metier into the disclosure of fevemioB and 
introducing fee alleged now matter mt® fee d#m$>. feus ^oeessitating their rejection 
OB this groond 

Whether claims L .4-8, m~l% 134 5: M mil 35 m pt^^ x^mM m^ 35 i£S-.C> 
§ i 12, first paragraph &r Jklfere to comply with ti^r written demlptbn roquirom^rrt. 

Claims % 441,. 104 1 > 1 3- 1 5, 32 aM.SS stmd or fell together based on the objection for 
lMmdEcbg.:iiew matter into the speeilcation -m& ferrsgecdon ftr fkitee to comply wife, 
the written, description requirement, 

Glates 36 and 38 st&M or Ml together based or* tire refections for reeitahmi of *Cdk5* 
and "DabF as feeing i»kar, failure to describe a gu:fle«t number of specks to 
recite a genus and the term "camfidate sequence" being indefinite. 
Claim 37 or Mis alone based on fee rejection fk- recitation of *€*Se5* and 
v 'Dabr as being iiackw and feilare to deaeri fee E sirfficiert number of species to 
recite a genas. 

Claim 39 aiaacte or fells alone based on fee rejection as befeg imfefMie Ibr containing 
gersbaak accession nnmbsm 

Clim 40 siatos or fells alone based on tte rc|ect;fens fir the term %ambdate $e<peoce : ' 
beiBg fedefeite and inaertmg new Matter into the diseloeure fm nse of SEQ ID NO: 3. 
as a straetoral limitation of BabI v 
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¥111 AMGlMENm 



The terms CMS ami 




in ike mi m ike turn 0m prmmt 



Tfemugtai pmmmttkm. of the pt&eei application, fee Examiner Reefed elaima reeifeg 
&e terms "OUT and "DaM% mw mpmmm by Claw 36 ~ 38, mder 35 USC § 1 12, Sot 
arid second paragraphs asserting thai these terms are imelear. The Examteer has slated that there 
is w "dear degmfetf' of the terms *CMk5" mi "Datv! * m the speeifkanon and even though 
these terms xmy have been used m the art at the time of ike invention the definitions of the terms 
in the specification are not limited to those "CdkS" and "DabP ^ofeepdes feat were knowii in 
the art at (fee- tone of the mveMion'indiidmf geBfe^.^wb^ imta and 1771281 , 

The Ikamiaer stated that the speeiiie&hoa Mte to defi ne which of the Dab I m& CdkS pmpmtm 
are necessary for mc&tsktt of a eyoIiB~de§ endent kinase or a disabled- 1 prntein which k distinct 
m seqnen.ee from similar proteins that nmy share these ehar&eteristim. 

Even though the Examiner aeteowfcdged that Dal) ! and CdkS were known In the art at 
the time of tiling of the fov&ttoa and ^mMkd^i Wt tM claim s were not drawn to the 
Dab! or CdkS poiypogxi&s tfemisolves* 3m- asscited feat ikstmrn must he limited to particular 
sequences to meet the reipirfemeM'. of dfcSmte&esk 



There is a strong presumption that an adequate written description of the claimed 
invention is present in the specification* in rt Wmkmm* 54! E2d 257, 191 U<$<P<Q« 90 (€i 
Cast, Pat, App, 1976); seetib® Manual of Patent Exmnlning Froeetee (MFBP) Sec. 2163, page 
1 56, ceL 1 .. To o vercome this presumption, the Ikammer hears the initial burden of presenting 
evklenee or reasons why a person skilled m the art wonsd Bet reeogmse that tlse written 
description of the hwmtlon provides sapport !hrthe slw In m Wertkeim* 541. PM at 263- 
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264; see aim MPEF Sec, 2KB, page 158, ml 2. Appdkw^ do not believe the Eiaiw has 
met t&$ hiirden in this ease .for the reasons set forth helow and m tlw tmp>itm$ mbmimii 
Dtcmihm 13, 2004; April 25, 2005 mid June 1M0O5, 

The terms **Cdk5" and ""Dab I * were well known in the art as &f the # pptka&n Sling 
date of Febntary 19, 2002 and are described m fee speeiicaiion m a bbw ^onsteni with. these 
meaMag s. The spocifleatloB defines "GfitS* as "a protein "wife ^eriMe/lfereo^ime kinase activity 
feat is slrucMrally &omo!ogou$ te Ite M-tetie oyeim d^pmcteit tenases'lp. 4) aid defines *Dafer f 
as %n mtmmlMut adapter protein feat m phosphorylated by CdkS ^etivity and by restm tyrosine 
kinase activity* 5 (p> 4), Appellants also include genhank accession wte for toman am! mouse 
m the di#mfion of Bab I km^ mouse and rat genb&nk recession n um b ers for CdkS, 
Appellants also meluded mrrneroos referees In fee speoitkatlon and dnri&g |>roseeistior* 
showing prior aeiemife publications that describe properties of Dab 1 mid CdkS which 
distinguish them fern other eyelin dependent kinases am! closely related Dab proteins, 

These terms are in fmi creations o f the art nsed to demote* in eaeb. case, a class of proteins 
with a *m?qu& set of features tbat allowed iten to be grouped together and distinguished .from 
other proteins, even ttee that are closely related , FurthonB^re, Dr. Thomas €tnm% a eo~ 
inventor of the present application and a. person of skill in the art provided an expert declaration 
staling thai fS Cdk5% "Dab J * and "CdkS serins kinase activity* were well 'known .terms in the ait 
at the time the application was filed (see response filed April 25, 2005). Because !hcse terms 
were well known in the prior art, an exhaustive description does not wcS to be reproduced in the 
speeitkation and hi i%et is preferably omitted according to J$ybri$e£k t inc. v. Mmoctomi 
Antibodies Inc. 802 R2d 1367, 1384, 231 U.S.P.Q. 81, 94 (Fed, Ck, im) 

Appellants do not rely upon the primary strnetore; is> the amino acid seqnenee. of any of 
these proteins to impart pateot^biluy upon the ekhned compositions Instead Appellants 
properly rely on the knowledge of tfeese slroetnres to supplement the description of the novel and 
unohviom aspects of the invention in the speel&aiion , Recnation of the prim ary stmetnre of 
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m$.n®> imimnmo 

each member of this group of ppotem* wouM fee redinMtatii to knowledge - available in the prior ait 
and m not necessary. 

The iiwention is "based on the discovery that Dafel is sp^eilkally pk^pkwylat^l "by 
CdJkS, OdfcS activity is tightly controlled fey its regulator, g35> mafcing CdkS activity diffieult to 
determine fmsed on- levels of CdfcS present F&rtheffi&>re> a substrate wMcb is selecti vely 
phosphorylated by CdkS had net heretofore been iilentlfied, TMe discovery thai Dab! Is 
speciBeally phosplmryfaigd. on. serine within a preferred candidate sequence by CdkS is the basis 
&r the in veniiorr The inventing is not baaed on. lite aovefiy or tie^ehvioes-ness of GdfcS or Dab I , 
but rather on fee special relationship between the two as taught the first lime in die preseot 
apptka&ir The invention claimed m the present application Is directed to a unique method for 
determining CdkS serine kinase activity based cm this special relatienship. 

In Faikmr v. Mgiis, — F,M™, 2006 WL 1453040, Slip No. 054324 (Fed. Cb\ May 26* 
20Q#) the Court of Appeals &>r the Federal Circuit (CAFC) agreed with die Board of Patent 
Appeals and Merferenees (fMW) thar^ the fagiis 

appbeatiorjs were adequately described aod enabled even ihre&h the specification eomaioed no 

v v ' ■< "> V- k .*■ 

poxvirus sequences or apeeifie examples for oiaking a poxvirus vaeeme or the pbraae 
^incorporated by referenced Likewise, in Capon ei at v. Esfmr ei at, Nos, .03* 14480, 1481 (Foe. 
Cb\ August 12 :> 2095), the CAFC reversed, the BfAI ar&i fonnd that claims to elamerie gmes 
composed, of pieces of fcnowB genes did nei need to recite ibe knowi* gene sequencer to satisfy 
tbe written <.fescrip!ioB requirom^nt> 

Ax AppellaMs have argued in die present ease regarding the incorporation of "Dahr : and 
"CdkS" sequences, the CAFC found that at the time of filing of the esrhest logliH applie^don, the 
poxvirus genon^e was well teowi to those of ordinary skill in the mi as evidenced by 
of the genome m professional jour^Ms, In view of the well known nature of tfee -poxvirus 
genome, neither the BPAI or the CAFC found it oeeessary lor the appfieam to ineo^orate the 
well known poxvirus genome into the speclficadon by reference or otherwise. Indeed, the CAFC 
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noted, that omission .of such se&mda&t tefermatiou &om ilmspmtkmmi is p^fered., reiterating, 
the familiar adage that n [af patent need not teaek arid preferably omst$>. what is well foowa m tk 
mt/ J dtfeg Spevtm-Fkysics, Mi k C&kmmi hc^$27 W2i 1524, 15;i4(Fe4 0i\ 1987), The 
terms "IM> 1 * askl "Cdk5* wot well teow& in the art at the time fee pam^t application was 
fi led and, according to the reascrasg-osed by the CAfC .in Falkmr v l&giis mm Capon v Bshar, 
adequately describe the im^eMioo in complki^ with 35 0,S,C< §! 1:2, fim sod second 
paragraphs, Ihereim Appellants respect Miy sabnm thai pw« refections made ismter 35 
USC | 1 12, first mid second paragraphs rapi^pef ascl atatt not he applied to new claims 36 

j& T&& dkMlmed $peeim me mprmmtMtm &fike emMmggmm 

In prior Office Actions* the B&a&il«r ^li. elaims : ^i^fcr 35 "UJSLC § 1 12, first 
pM-agmph for fMkrre to describe a suficleBl itarnber #f spedes to recite a genus Ibr CdkS or 
Dab! , The Examiner asserted that the genera caeoifepass widely species with respect to 

aimeture and that the three ge&ha&k noa. provided for OsikS and two gar&a&fe nos, provided Ibr 
Dabl were bmiffieiem representatives of the geMs. The E^aMiiw assorted that other than: the 
two representative species of Dab! pol^epticle^ the spe^ifeatte failed to disclose my other 
additional reps^ses*tative speci es of the geoBs> The l?c a^iner maintained thai the disclosure of 
the two representative species o f Bab ! poh^ptidea is ksufldeiit to be repreaentMive of the 
attnfeates a&4 festhrea of all species encompassed by the recited g«w of Bab! pol^eptides. 

The Examiner maintained that fee alleged novel rektlon&thp claimed fey Appellants, i.e.., 
the phosphorylation of Dah J by Cdk5 5 has mi hmn ahown io all. ®$$mi$m& that express w €$s:5 w 
md ."Dabl" polypeptides. The E&amteer asserted that there is m&mlmm® hi the speciSeadan 
or m the prior art of a structare-&oetioB ooixelatloii betweeo the Members of the respective genus 
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of CdfcS or Dab 1 polypeptide $nofe thai fyfiu* mere t^itatk^ of *C4k$" or "IM> ! " one o f skill 
cm visualize ilw uimcimm of all mtiitfMw of fee respective genits, 

"Airy asserhoo. by fe e Psilmt Office? feat fee en^llog dwlosore B^t^^mmensu?* m 
•seope with the protection sought m ust fee supported bv evideone or reasons ^b^f rtia tfeg the 
doubts »o '%x$tme&" In m Bmh-Ngmm ami $tm&®$en> 181 USPQ 46,47 (€t Cmt & fut 
App, 1174); see also In re Wright, 27 USPQ2d ISIS, I SO (Fed. Cm 1993); lu re 
Armbnmmm USFQ 152, 153 (Ct, Oust & Pat App, 197$% In re Bmmti i81 USPQ 48 (Ct 
Cast & Fat App:, 1974); In re E#wMm f '179 USf Q 157, 162 (Cl Cnsi & Pat App, 1973). Even 
at the request of Appellants feroughout proseeutio^ the Examiner provided no scientific .rational 
or evidentiary anpport for tie assertion feat the disclosed. Cdk$^Dabl re!a:tiomhl|> Is peculiar to a, 
single species, hi the absence of such support, Ap;pella» suteit thai fee Examiner has failed to 
carry his hwkn lor estahlkhmg pnmu fmk- mmmhimxkmt. 

Even though this rejection does not need to be afemtlvely rebutted teesuse it is not 
supported by any evidenc e or reasoning. Appelant^ have explained the «Mlng n&tare of the 
disclosure for all species that harbor -CdkS and Pahl proteins, Example 1 of the spoei0eation 
provides results obtained in a mouse model, whfch show CdkS specifically phosphorates Dab I 
at serae 49! , Appellants provided evidence showing Dab 1 pbosphorylation oo serine 491 is 
CdkS aetlvhy^ependem in a rat model as welt Appellants also provided sequence alignments 
for mouse, rat and human CdkS and 13-ahI (which were ai! in the public domain at the time toe 
present applica&n was filed) sho wing feat both prnieins are highly conserved, among the three 
species. Appellants also showed the Dab 1 sequence alignment betwsm : mo^s«nd- hum-Mis 96% 
identical moose and dog is 90% identical mouse and MMjs 89% identical, ibo« and cow is 
84% identical and mouse and zebrafish is 6b% Identical 

Appellants have provided examples for two representati ve species and have provided 
suppon showing that Dab! and OSkS are highly conserved proteins In many different species, to 
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Falkner v\ Jnglfe, -~£3d~, 2006 WL 1453046, Slip Mo, 0:54324 (Fed. Clr, May 26, 2006} 
CAFS states; 

A claim will not be mv&Mmz& on section 1 12 gswnds shsply bmmm tk® mnhMkmrm of the 
^d&^ikm donoieoptsm samples $&pfki% cmwmg the Ml seeps of tfe claim k«gimg«\ 
That is temuse the patent specification is written for a pmm of skill in ite an, &k$ such a 
person cemes to tie patent wi& ih& feowted&e of what 1ms msm before, Placed .m that eo&jgxts 
it-is- uft&^&ss&ry to spell, out mmy detail of fee invention m the %i^cifk?atk>n; only enough must 
foe included to eonvmcs a pmm of skill m the art feat fee investor pe^s&ed fee inv^tik^ and 
to enable s.a?fe a p» to make and w the kxm&jxm witteut undue opsHmeMstios, 

The specification in the fegMs.appltcatimfoo^cl otxtepe^virus; it did .-mot ahow specific 
examples of the claimed invention as It related to a po^vEm, the CAFS Met that a 

person skilled m the art was : capable of taking the claimed mvesden arid applying it to a 
poxvirus. Likewise, a person of skill in the ari, would kwe bee?) able to identify a Bab! and 
CdkS |m>iein ffeur any desired species and determine if IM>i was phosphotylated on a serine 
within a pre ferred sequence as taught in die present application ,: 

Having shown examples of how speeiie i>ab ! phosp'teryladon ears he used as a proxy for 
C$fc5 activity in representative species, and shewing these proteins axe highly c^nsei^ved asssmg 
species, AppeilMfe .submit that one of skill in the art won Id have no prohletn using this method 
to detect the activity of any C&5 within other species, . Ace<>Mhii!y y Appellants le.$pectfai!.y 
submit that previous rejections made under 35 U&.C. | 112, Irst parafraph lor lailnre to 
describe a sufficient numbs? of species were improper and should not be applied to .new claims 
36 ~ 38. 

C The term "preferred sequence" m definite 

The Examiner refected prior claims tor use of the term, "candidate sequence preferred by 
e&kS activity"- under 35 thS.C, 1 1:2, second paragraph as being indeSnhe. The B^mner 
acknowledged the definition of the tern* "candidate m%mm&* at page 5 of the specilcation. 
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ffewm% fee Examiner asserfed this dsfeition provide no indication as to the scope of those 
candidate sojue«s ifeM are "preferred" by a "esfld aclvlty" and feat the term r«amed 
indefinite. The Ikamioer maintained that this term is indefinite m view of fee iM^firitem^s of 
the tern "edkS activity" aid that the scope of candidal s§fi«^ are those italic "jm^rr^l" 
by edk5 activity; ft w nmlmr from, fee speeifieaiiion and the Alms as to whether all sequences 
thsit have a serine followed, by proline at the f .1 position and a lysine in the +3 position ^re those 
that are ^preferred w by a **€dk5 -activity* or whether only a sohset offline ^pences that have a 
serine .followed by proline at the -f 1 position and a lyske in the * 3 position, are meant to be 
encompassed as being sequences that are *p&ffismtP by n e<lk5 activity," 




Appellants mair&afe that the specification specifically deioes a ^eanclklate secfnsnee" as a 
sequence of amino acids which contains a serine Mtowed by a pfe m the * 1 position m& a 
lysine m fee position, the serine feeing a preferred site for Cdk5 acti vity (Songyangct ah. Mo.! 
Cell Biol 1 .6:6486-6493, 1996). Songyaog ei &h teach fat this seqnenee is a dlstinet optimal 
peptide substrate &r the CdkS kinase, Furthermore> on page 20 lines 8- IS of. the speeiiieaCioT^ 
Appellants pralfctod onmne Dab! serines 491 «! 515 to fee CdkS phosphorylation sites based 
on sequence analysis and then eomtneted experiments to show their prediction was tree. 

Appellants have shown fee terms ^CdkS" and *D8&F* were well defined and were well 
known by a person of skill m the art . at &m $m ol/I!in|> Dfe Thomas Cuttm, a eennventor of the 
present application and a person of skill in the art stated in his m$mt feliitai fi led m the 
April 25, .2005 response that X&kS serine kinase activity" was well understood and nseel 
extensively m the art at the time the application was filed. It was well known in the art feat serine 
kinase activity refers to the afeiliiy of a protem (in this ease CdkS) to phospterylate a serine. A 
person of skill in the ait knows the meaaing of "edk5 serine kinase 'activity and the specification 
defines what constitutes: a candidate secjnenee in a manner that allows a ski lied artisan to 
rmameiy identify sneh sequences. Appellants disenss the dellniiion of a eandidste sequence and 





&how bow they det&mmed that the serines withlsi fee two smiiidafe : sqw8s &»mi in the 
•cartecy terminal domain of Dab 1 were phosphorylafed by edfcS §®&m$ kmms activity, 

App&llmts xmpmiMly mhmxiih^mjm^ms macfe im&w 35 USC § 1 12, second 
p&mgxaph wm? knpropw and should not fee applied to- isse oftht tern Candidate ^queace" 
In Ol&km 36, 38 and 40. 
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Since tfeare appears to 1)© bo p&r se rule apkst tb<? use of gaafesak to 
claims. Appellants ask thai the- use of genb&nfc timnhms fee allowed m this Histaiitfe wliere the 
sequence itself does tuot go to the heart of the isvcb&ob, but is simply Bsefei initoaticm for 
iitKierstasxiiag the irxvention, 

fe a copy of the. awfekm history for Accession Mumper X?6"l 041 provided by the 
Ixamw m the Office Action dated August 22 ? 2005* each date the accession onmber was 
revised is clearly shown. Furthermore, a. Imk Is provided so thai cffi&£&a review the amtems of 
the accession nomber for each date prior to a revision; Since a person of skill in the art knows the 
filing dale of the present application, that person can easily access the sespenee in gmbmik thai 
was town at that time. Therefore, the me of genhank accession oemhem in the claims Is clear 
and defini te, Farthamrore^ any changes that might he .made to this seqpmce wonk! not he 
expected to change the characteristics of the CcikS o r Dahl protei ns which are important in the 
context of the claimed invention. 

Appellants respectfely submit Unit rejections made under 35 USC § 1 1 1. second 
paragraph, based on the assertion thai, the use of genbanfc numbers renders the claims indefinite, 
are improper and should not he applied to Claim 39, 

& The mm qfSMQ IB NQ:3 m ® $im&mM iimitmwm w mw mw mum? 

In an attest to address the Exam iner's rej ec tion of previ ous claims stating t hat a genus 
rerpires a precise definition, such as structure, formula or chemical name of the claimed subject 
matter to suMeiently distinguish it fmm. other #*atma3$ * Appellants amended the claims to 
rec|oire that the Dahl protein include SEQ ID MO;3/Suppori tor SEQ. ID NO;3 can he found on 
page X lines 25 - 29 and page 15, lines 1647, 

The Examiner rejected the claims that incorporated SEQ ID NO: 3 as a structural 
limitation for Dahl proteins under 35 U>S>€< 1 12, first paragraph for Inserting new matter. The 



Sem! No A (Mi/8 ,5)27 

Puk Ha immmm) 

Examiner asserted ttot while the disclosure provides support tor the peptkie .of SEQ ID N0:3 f it 
laiis to support the reeiisd gen*is of Oab! polypeptides eomprMng S1Q ID M>:3, lie Examiner 
maintained that white all member of the genas of Dab 1 pc4>^ptite comprise & structural 
.feature of the 14 ammo add peptide of SEQ ID MO;3> tfha sttwter^l feature does ®4i QomiiUtip a 
■^bstaMial podion'- of the genus of rod tad D# l polypeptides. Th us , t^. E«miaer :m^tafe^ 
the speoi&aiion felled, to adeqsmely deaerfoe ihe dmm&il immtmn* 

SBQ ID NO; 3 comprises 14 amino acids ffe«sd m thec-temm^ porho^ of tke Dahl 
protein In sev&m! differed: spades .teiadutg: Mice, rats, feuma&s, feki^ dogs m& eows> l^rotdna 
iriMr than Dab!., even olosdy related pt^tetes »h as Dal>2, do oot share this sespenee, SEQ ID 
NO: 3 m provided as a common $^uc^m);."referen€^-.far the genua of Dab 1 proteins to supplement 
ffie d:bdngmsMng featee® of Dahl n*| In fee speeifleatloo. A peptide hayfeg tfee s&fi&ttce of 
SEQ IB NO:3, as shown m the apecilkation, was used as m mttgm to generate an antibody that 
hinds to DafeL The use of this peptide as an antigen reveals to o ne of skill in the art tfe&t this is a 
sequence that is eharaeteristie of Bab 1 and useM for dishnfplsMnf Bah! fern other proteins. 
Therefore, ineluskn of SEQ ID HO:3 m ifee claims as a feature of Dab 1 is felly supported by 
the speelfk&ion and is not new matter, 

Appellants re&peetMIy submit that the ngeatiort nmfe under 35 fJ.SXL § ! 12, fim 
paragraph, for inserting new matter, skoidd mih% applied to Claim 40 > 

ike spemfimiim msiwmtihe !«# *lmmp&mM4 % mfmmm** $pmi$mM$>. smmdm f$m 
sgmifiemfim is mi mtr&Sumtg new mam? 

The Examiner objected to the a^eodment fid April 25, 2805 enrler 35 DXG. 1.32(a) for 
mirodueing new matter into the dlsefoswe. The Examiner asserts tte aeeording to MFEP § 
608.01 (p) Incorporation fey reference of .materia! In &Mm~patent d^^nwrt "must be aet tbrtlr in 
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the ^scitlcatios and must: ( ! ) Express a ctear intent- & fecorpamte fey reference fey using fee root 
words ^mcorp^ratCe}** m& ^mfovmstf* (e.g., incorporate by seferfeeee 4 *}; m& (2) Ckarly identify 
fee refeme^i patent application, or publication^ See 37 § 1 .57(b), Fittawe the Examiner 
states tat MFEF § 6&8,0-J(p) ferfe&r states, "[uf a reference to a document does not clearly 
indicate m totesdsd imo^oratkM by reference axamitmfeii will proceed as if no mmtpomiism 
"by reference statoo^l has been made mil fee Office will notespeod reaonrc&a trying to 
determine If an. incorporation by reference was hnended." 

The B^aminer rejected Claims 1, 4*8* 10-1 1, 13-15. 32 &*k! 35 as Mfag io comply with, 
the written description reqiikemeiit, The Ex&mmer asserts fest the c$aim($) c«tain subject matter 
which was not deaedhed in the specification m such a way as to reasonably convey to one skilled 
in the relevant a?l t hat the fevetnosts), at the. time the application was §led» bad pm&mmm of the 
clahned hwe^tion. 

Prior to making fee present objection m# re|^fe;n, ife E&aminer previously detemimed 
that SEQ ID NOs: 4 mid 5 were kien^ed to fee inc^tpd^fecl by r^fer^ce based on fee incision 
of the a|>pro:priate genbank mrmherSv The Examiner wMMrew an obj e^iloo in the August 22, 
2005 Office Action stating thai the disclosed GehBank Accession Number in fee specification is 
considered to be an inherent u is*eorporation by refee^ce'V and proceeded to ermine the claims 
based oo the inclusion of SEQ S3 MO ;4 (rooiise Sab l ). On page 9 of fee Office Action dated 
Fehmary 2! , 2006, fee Examiner showed a claim feat incorporated SBQ ID NO:4. end fer&eated 
feat 2 other ckims, one that incorporated SEQ ID jN0;4 and aaofeer feM Incorporated SEQ ID 
NO:.5> wmfel be allowed if written fe independent fern, However, in the Office Action dated 
May L 2006, the Examiner reconsidered this detemhoatai and refected the claims citing 37 
C.F.K , Jt .57 ami MPEF 1 60S;0.1 (p), The Exaininer asserted the originally filed disclosure does 
not provide support for SEQ ID MO;4 and SEQ ID M0t5 which are inehided in Claims I, 32 and 
35 hased on the fact that fee root words ^Incorporate* and "•reference" do not appear in fee 
specification. According fee B&aufeK^ ewn though fee pobaok accession mnnbem are 
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melMes! hi the definition of Dab ! , this is inefficient support for ioeorporatmg the 
associated with these recession Bathers (is. SSQ 83 4 and 5) hecaasc: she sp£ci8eat!0:H 
doe® m% spcciBmlly stale the accession immtes are to be ineorporated by reforest. 

Appellants respeet&lly disagree with the preeefeg objection ami rejection of the Claims, 
The r^giiktion cited to support tMs Tsjwtkm* 37 €<FJt§£ 37, wm niim cm Sept 2 1, 2004 and 
became effective Oct. 2.1 , 2034* well after &e Fetoarv 19, 2002 SImg daie of fee present 
application. Furthermore, MFEF § 608.01(p) was ml amended mm I Oct. 21 , 2004 to inemde the 
tap&ge stated m the shove otefecho-a hy the ExaiAier, A pateot application should not fee 
imJlsdfor feHina to adhere to rales esiahliAed well after its Mim date. 

However, even if App&lIaMs are held to this standard, 37 § 137 (g)(1) does allow 

correction, to comply with paragraph (h)(1) of this action if the uppli cmm m filed clearly 
conveys an fetent to incorporate the material by refee&ee, 37 C J\IL § 1 ,57 (g)(2) states that [a] 
correction to comply wi th paragraph (h)(2) of this mcimn k pmn^d fm mM^ml ihm was 
sufficiently described io uoiqiiely identify the doc\ffient 

On page 4 :t lines 24-25 of the specification Appellants specileally define Dab! proteins 
as melnding pKstesns donedfam genha&k aeeession oamtas 32S8SS1 and 1771281, As 
Appellants argued earlier in its response dated him l(\ 2005 to the Ixamber^ assertion made in 
die Advisory Action mailed May I S, 2005, ineiudkg these pAa^k numbers as part of the 
defishtion of Dab! reflects Appellamr -Mmi for these pohileatkms to fee incorporated hy 
referee. Appellants also indicated dormg proseention that the seqaeoeea incorporated into the 
specification were the sequences fo tmd in the goriharsk aocesslon ou^feers al the fee of filing of 
the appO cation > Thm* Appellants have ihfiled the ?^plr^mmts of 37 § 137 (g)(1) ami (g)(2) v 

In light of the arguments presented abovo, Appellants haYe overcome the ohjeetkm and 
rejection of Claims l ? 4-8, 1CK! 1, 1.3-15, 32 End 35, 
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For the .foregoing reasons, Af>f)e!lams believe tlmt the lxami«% rdeetions of Claims 1, 4~ 
8, 1 0 -1 ! , 13-15, 32 and 35 - 40 are erroneous aM reversal of all outstanding rcyiecilcms k thmslore 
respecifelly tcqnested. 
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Clmm I A. method Ifer detecting eyelhs depeiKtei kinase 5 (GdfcS) sesiiie kinase activity fe 
a biological sample, which m eihod compnsos dctermmkg whether Disabled I 
protein (Dab I) in said sample is pfeosphoryktod cm a. s« selected fern ffe 
group coBsis&g of a some at posMoB 49 ! of die f ^typ^ptide . by SEQ ID 

NO:4 or SEQ ID NO: 5 and a .$cmte .at .-posiikm 5 IS of the polypeptide encoded by 
SEQ ID NO: 4 or SEQ ID HO:5, wkersm plmspherylatfoa of Dsb I on said serine 
indicate the presence of active CdkS in said sample. 

Claim 4 The method of claim. 1 wherein said biological samp le is isolated from an 
organism, sde&ted from the gronp eoBsktl&g of .iOMe ami toman. 

Claim 5 The method of claim 1. wfee?^ki said feiofogk-al sample is isolated from, the group 
consisting of hr&m and blood. 

Claim 6 The melted of claim I wherein said biological samp le is isolated from & eel! 
culture* 

Claim 7 The method of claim i wherein said Dah! i^iosphorytatio^ oeoam in vivo. 
Clahn. 8 The method of claim ! which comprises immu^oproeipitating said Dsfel from 

said biological sample prior to said 4eteBmmg step mskg an aitlkxty that hinds 

to Dab 1 phosphorated aod ^phosphorylated on said serine. 
Claim 10 The method of claim ! wherein Dahl phosphoryktion is determined using an 

antibody that binds to Dab 1 only wheii it is phosplmryfeted on mid serine. 
Claim ! 1 The method of claim 10 wferem said antibody k rai^d Mpmst the polypepdde 

fragment TPAPRQSS(F04)FSK$BA (SEQ ID NO:3 which contains a phosphate 

grmsp on the amino acid), 
Claim 13 The method of claim 10 wherem said aMifeodyis polyelonaL 
Claim 14 The -method o f claim 10 wherem sai d aMihody Is moBoekmal 
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Claim 1 5 The method of ekiaa 10 wteiii Dafel phosphorylation is &t«wd fey mmg 
techniques mmkimg ofeid»w»^ EOS A. s *»4%vieb" imMui^te^ 
smmmorailionistnc sss&v% gd d*i&»n predpMkM: rea^tk^a, feimtimxiilfca»j 
assays, in sxiu mmxmx^mmy% western Moi§, |^eeipitetk>a r«fens ? .aggMimtkni 
assays* complement fixation ags&ys* :kmm»>ifei>reseaace assays, proldii A, 
assays, immimoe!e€;l»phO:resis assays mass specif om^ry and ^Mibody array. 
•Claim 32 A method for detecting eyelln dq^&dent fcmase 5 (CdkS) kinase activity m 
a biological sample, which SMethod sorboses mimuHopr^ipteti^ of mouse 
DaM encoded by the sequence set forih m SEQ ID NO:4 fern said Moiogkal 
sample; contacting the imBipn^p^ipitat^d B$S>\ wlit a phospteam&oiy 
generated using SEQ ID NO:3 having a. ptephorylated serine at position 8 of 
SEQ 10 MO;3 as m antigen; detecting bipdmg of fee pbospteMtikxIy to serin e 
491 of said DahL wherei n binding of tho pliasphoautibody to serine 491 of said 
Dab! in sack biological sample indicates fee presence of CdfcS serine kinase 
activity in said sample. 

Claim 35 A method for detecting cyclic dependent kinase 5 (C#5) serine kinase activity in 
a biological sample, w hich method comprises imniunoptedpitatlon o f human 
Da bt encoded by I'he sequence set fhrih in SEQ ID NO: 5 from said biological 
sample; contacting die immooopreeIpita:ted Dab 1 with a phosphoantihody 
generated asmg SEQ ID NG;3 having a pho^ptorylMed serins* at position 8 of 
SEQ ID M>:3 as an antigen; detecting binding of the phosphoa^ti'body to serine 
491 of said Dab! , wherela binding of lite pbosphoantihody to serine 49! of mid 
Dah.1 m $uob biological sample indicates the presence of CdkS serine kinase 
activity in said sample, 

Claim 36 A ..method for detecting eyehn dependent kinase 5 (CdfcS) serine kinase activity in 
a biologies! sample, which method, comprises determining whs?dier fee £&d>oxy 
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temN domain of Disab • 1. • gx&ftgfft -(Dafe-I.) -m said sample m- phmpk&^i^®& -on 
a serine within a candidate sequence preferred hv cdkS activity wherein 
ph0spho:r>1atbno.f D&bl on m&smm xmikMm the presence of active CdkS m. 
mud sample. 

Claim 37 The method of ekim 36 wherein said s« is .selected fe>m the g?s>np a>.nsktmg 
of a seri ne contending to position 3 of QSSPSK (SEQ..ID NO: I), such position 
being detemn^d. by alignment of Dab! witi r efertmceio amino neid positions of 
SEQ 10 MO:i m& a ct® at position. 21 of SSASMVSDFTADDIFEEOFESPSK 
(SEQ ID HO:2) y mph position b®in$ 4mmmm4 by ^li^mmiwW^ with 
reference to ammo sen! positions of SEQ ID M>:2, 

Claim 38 A .method for detecting eyclin dependent kinase 5 (CdkS) sedoe kinase activity in 
a. biological sample, whkfe method, composes iminnnoprecipitatioo of D&h! from 
said b iological sample; contacting the imm unopr^cipltat cd Dab I with a 
phosptoptibody generated using SEQ IB MO;3 'hsvisg a ptospheryfeted serine at 
position 8 of SEQ ID NO: 3 as an anlig^; detecting Mndlng of the 
phosphoantibody to a serine wifMn a candidate sequence pnsferr^d by edfcS 
activity m the carboxv tennln&l domain, of said DaM , wfeoroin binding of die 
phosphOxinibo% to mid swine of said B&M in such biological sample indicates 
the presence of Cdk5 serine kinase acti vity in. said a&pple,. 

Claim 39 A method lor detecting eyelin dependent kinase I (CdkS) serine kinase activity' in 
a biological sample, which method oompmes; ^teTOnaMg wfeether ilkabled I 
|HX>toin (Dab I) in said simple is phosphorylated on a serine selected fk>m ike 
group consisting of a. serine corresponding to position 49 ! of the amino acid 
sequence encoded by the nucleotide se*penee of GenB&nfc Accession Bomber 
177128! and a serine corresponding to position 515 of the amino acid sequence 
encoded by the msdeotkie si^maiee of Cka^B<wk Accession nnmher 177! 28 1 , 

2© 



smM mao/mz<m 

1%& No> 2002/0172990 



wfett&ra pho^horylatioB of Bab ! <m serine .feilicMes tfc pn«K^ of active 
CdkS in said sample. 

Claim 40, A method for <tete©&&g cytilin &®pm&ml.kxmm 5 (CdkS) serine MsMe activity m 
a bfelogicsil sample, which m^IIkx! a^prk® detennto.bg whether, tlm c&rfeoxy 
tmmmS domain of Disabled I {IMMypmimu mmpmmg SEQ ID NCB m md 
sample is pfeospten-lMed oft a seres witlim a candidate seance p refeed by 
edkS kkase activity, wfe&emn .$m$ikmy ia&H of Dabl ob said $©rki€ imicaies the 
presence of active Cdk5 m said sample. 



